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In The Claims: 

Please amend the claims as follows: 

I , (previously presented) A method for determining, between two limes, a change in a level of 
concentration of an analyte present in a source, comprising: 

providing multiple unitary lesi devices^ each unitary test device including a plurality of 
regions, each region responsive at a different sensitivity level to indicate presence of the analyie 
in ihe source; 

bringing a first sample Irom the source into contact with a first of the unitary test devices 
at a first time to induce, ai the first time, a visually observable response in one or more regions 
of the first test device based on the source containing a minimum level of analyte concentration; 
and 

subsequently bringing a second and different sample from the same source into contact 
with a second of ibe unitary test devices at a second time to induce at the second time, a visually 
observable response in one or more regions of the second test device based on the source 
containing a minimum level of analyte concentration; and 

comparing a visually observable response induced in the furst test device at the first lime 
directly with a visually observable response induced in the second test device at the second lime 
to provide information about a change in the level of analyte concentration between the two 
times. 

2-9. (canceled) 



2 



PAGE 3l9*RCVDAT»1S/2008 3:50:00 PM [Eastern DayfightTj[ne]'SVR:USPT0{FXRF^I4r 



AUG-15-08 03:54PM FROM-BEUSSE VaTER ET AL 



4079267720 



T-954 P. 04/09 F-323 



Serial No. 10/530,464 
Atty.Doc.No. 10442-004 

10, (currently amended) A method for moniioring changes in analyte level of » source, 
comprising: 

defming multiple measurably di^ungaishable sensitivity levels each indicative of a 
ditVerent amouni of analyte in the source; 

providing first and second lesi units, 

the first test unit including a first region thereon responsive to the presence of 
analyte in the source at a first of the sensitivity levels ? and a second ^e^ion responsive lo 
pr ubicrice of analvctj in the source at a second of the sensitivity levels measur ably disitini^uishahle 
tTom the first or the sensitivity levels. 

the second test unit including a first region thereon responsive to the presence of analyte 
in the source at the first of the sensitivitv levels and a second reaion responsi ve co presence of 
ajialvte in the source at the a second of the sensiiivity levels; 

providing u first sample from the source at a first time; 

bringing the first sample into contact with the first unit to allow the first region ihereon to 
provide an indication as to whether analyte is present in the sample at ai least the first of the 
sens! ti viiyL levels; 

providing a second sample from the source at a second lime subsequent to providing the 
first sample; and 

bringing the second sample into contact with the second unii to allow the first and second 
regions thereon to provide an indication as to whether analyte is present in the second sample at 
at least one of the first and second sensitiviiv levels, 

wherein a difference between a visually observable response induced in the first test 
device ai the RrsT time and a visuallv observable responsse induced in the second test de vice at the 
second limc can provide ^pfonnaiion about a change in ihe level of analvtc concentration 
between ihe iwo times. whoTvin ind i^ ^ions of prosono o of ano l yto in the first sample an d 
ffldi«at4efts of pFcsonoo of analy t (» t n " Tho gooond aanipi e p f ov i do cvidcnoo as to wheth e r tl ^ere-tes 
ba ona o hango - ui onalyto lovol botwoontho first time and iho aooond Timc. 

1 1 , (previously presented) The method of claim 10 wherein the first - uait inoludcis a socond 
ftfgt o n go is ponaivo to prcaonco of iho Guoond-Ievol of analyt e and the step of bringing the first 
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sample into contacr wiih the firsr uait includes allowing ihcseid second region to indicate 
whether m:ialyte is present in the sample at at least the second oFihe sensitivity levels. 

12. fcanceied p r o vioualv prejem ed) ^B^&ffi^o d of oloim 1 O^ I^foin the fir^t m^tt inolude:; a 
swGH d - region r e f>ponoivQ to pr e a u noo of on e moaoumbly di^iinguiohablQ jendiivilyi e v et 
difll^rom xhm th e fir -^ i o f the ri e nsiti yj ^ kvola cind 4h i3 Jtop of bringinfe the firji aample imo 
t^0fttort- w i th tho fir^l i ^ mt-inolud e^ aH^ing auid u co o nd region i o4fi4i cL^ie wh a lh ^iwaiyfe^ 
proi;om in ih e-s ainplo at ai loai^t said one wRSitivity l o v t^ l diftoreiu than th e I t F ti t of the aon i ^iiivit y 

1 3. ( cancel edm ^evjonst v-Pf csont e d ) The method ofotoim - H wh o r c in i ^ aid ono measurably 
di a tingui G hable s ieniiiiivity levol difforont than the first of the ionauivjiy Iov ^ti»i^- subgtaniiaHy ih i» 
sam e aa iho Qooond of tho ooiiDitivity l e vels. 

14. f canceled proviously proaent a d ) ¥hi3 metliod of oluim 10 whorein iho jeoond tost anil int rudes 
a-aeeend region ther e on r e s p onsive to iho prooonoo of analyt a in - ifas aourcc ai th o flrut o f tlie 
sensitivity Iw e ls T 

15. (previously presented) The method of claim 10 wherem the step of providing the first test 
unit includes forming thereon at least three regions each responsive to the presence of analyie in 
the source at a different one of the multiple measurably distinguishable sensitivity levels. 

;6, (previously presented) The method of claim 15 wherein the step of providing the second test 
unit includes forming thereon at least three regions each responsive to the presence of analyie in 
the source at a different one of the multiple measurably distinguishable sensitivity levels. 



17. fcancele dp rovioualv pr o sontod ) l^be m e thod - o^olciim 16 wh e r e iy^hostops of providing the 
first and seooud ^ s t - unitfi ore perfomt e d -s ^lHhat at lua»t ono of ih e tto i so regions of tho first unit 
and one of the thre e r e gion^i of tho ■ jocond unit mo reapomive - to tlio pr e senc e of analyto in the 
source at :iubaianiially lho samo 3on:iiiiviiy l o vo l. 
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18, (previously presented) The meibocj of claim 16 wherein each of ihe regions of the firsi unit is 
responsive lo substantially the same level of analyie as one of ilie regions of the second unit- 

19, (currently amended) The method of claim 10 wherein the step of definine multiple 
measurably distinguishable sensitivity levels each indicative of a different amount of analyie in 
the source is accomplished by fonning at least the first and second regions. 

20, (previously presented) A method for monitoring changes in analyte level of a source, 
comprising: 

providing two or more test units each including multiple regions thereon, each region in 
each unit responsive to the presence of an analyte in the source at a sensitivity level measurably 
distinguishable from another region in the same test unit; 

bringing a first sample from the source into contact with a first of the units to allow one 
or more of the regions thereon to indicate whether the analyie is present in the sample at at least 
one of the levels; and 

on an occasion subsequent to providing the first sample, bringing a second sample from 
the source into conuici with a second of the units to allow one or more of the regions thereon to 
indicate whether the analyte is present in the second sample at at least one of the levels, 

wherein different indications of presence of analyte in the first and second samples 
provide evidence as to whether there has been a change in analyte level subsequent to providing 
the first sample, 

21 , (previously piesented) Th^ method of claim 20 wherein the step of providing one of the test 
units includes adhesively mounting the multiple regions on a substrate. 

22 - 24, (canceled) 
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25. (previously presented) A meihod for detennining a change in a level of concenlratioa of an 
analyte present in a source, comprising: 

providing multiple unitary lesi devices, each unitary test device including a plurality of 
regions, each region responsive at a different sensitivity level to indicate presence of the analyte 
in the source without being determinative of a numerical concentration of the analyie in the 
source; 

on a first occasion, bringing a sample from the source into contact with a first of the 
unitary test devices to induce a visually observable response thereto in one or more regions of 
the first vest device when the souuce contains a predetermined minimum level of analyte 
concentration; 

subsequently, on a second occasion, bringing a different sample from the same source 
into contact with a second of the unitary test devices to induce a visually observable response 
iliereto in one or more regions of the second unitary test device when the source contains a 
predetermined ntinimum level of analyte concentration; and 

comparing a visually observable response induced in the first test device directly with a 
visually observable response induced in the second test device lo provide information about a 
change in ihe level of analyte concentration without requiring determination of analyte 
concentration in tlie source on either occasion, 

26. (previously presented) The method of claim 25 wherein the first and second test devices are 
configured to indicate presence of chorionic gonadotrophin as the analyte, and ^^Ijerein the 
second occasion is at least one day after the first occasion, the method indicating whether analyte 
conceniraiion has increased between the first and second occasions. 

27. (previously presented) The method of claim 25 wherein the fust and second test devices are 
configured to indicate presence of chorionic gonadotrophin as the analyte, and wherein the 
second occasion is ai least 72 hours after the first occasion, the method indicating whether 
analyte conceniraiion has doubled between the first and second occasions. 
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28. (previously presented) The method of claim 10 wherein the step of providing the first and 
second test units includes forming the first and second units sepawie and apan firom one another. 

29. (previously presented) The method of claim 20 wherein the step of providing two or more 
test units includes forming the test units separate and apan Irom one another. 
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